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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE t MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION 

E^^te-^S'O^s cf t!Tte may be available undeMhe provisions of 3^ CFR 1 136;a) In no event however may a rep;y ce t^me^v ■ ^e:^ 
3^.e^ SiX 6' MONTHS from t^e ^'3. ^ng date cf this con^munication 

I* t^'e pe' od *or rep'y speci^ea atove is iess than thirty t3C) days a reply with.n the statutory mmimunn cf thiny t.30..- aa*s v.i ce cc^s :e'e:: : -~ . 
' I* NO period lor reply is specified above the maximum statutory period will apply and will expire SIX (6) MONTHS from the mating date 'J tn.s com-nur^:cat:0'' 
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35USC §133 
' Any reply received by the Office later than three months after the mailing date of this communication even if timely filed may reduce ari> 

earned patent term adjustment See 37 CFR 1 704(b) 

Status 

1 )□ Responsive to communication(s) filed on 09 February 2001 . 
23)iJ This action is FINAL. 2b)EI This action is non-final 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle. 1935 CD, 1 1 , 453 O.G 213. 
Disposition of Claims 

4) \Z] Claim(s) 1-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 0 Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) H Claim(s) 1-32 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner. 

lOlD The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance See 37 CFR 1 85(a) 

1 1 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ED Acknowledgment is made of a claim for foreign pnority under 35 U.S.C. § 119(a)-(d) or (f) 

a)nAII b)n Some*c)n None of: 

1 n Certified copies of the pnority documents have been received. 

2 □ Certified copies of the pnority documents have been received in Application No, 

3,n Copies of the certified copies of the pnority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17, 2(a)), 
* See the attached detailed Office action for a list of the certified copies not received, 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U S C. § 1 19(e) (to a provisional application) 

a) □ The translation of the foreign language provisional application has been received 

15) n Acknowledgment is made of a claim for domestic priority under 35 U S C. §§ 120 and/or 121 

Attachment(s) 

I'd Notice of References Cited (PTO-892) 4) O Interview Summary iPTO-41 3i Paper NoiS; 


^ Notice of Draftsperson s Patent Drawing Review [PTO-948) 5) []]] Notice of Informal Patent Appiicat'on ■ PTO- 1 52 > 

3) □ Information Disclosure Statement(s) (PTO-1449} Paper No(s) , 6) 0 Other: Restriction/election fax 

PTO-326iRev 04-01 > Office Action Summary Pa^ of Paper No 9 
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DETAILED ACTION 

1. Applicaiu's anicndments. filed 2 09 01 (I^ipcr No 8). are acknow ledged. 
C laims 3. 9 13.14. 20. 27. 28. 30-32 ha\e been amended. 
( laims 1-32 cu-e pending. 


Restriction Requirement 

2. Please Note: In an effort to enhance communication with our customers and reduce 
processing time. Ciroup 1640 is running a l^ax Response Pilot tor Written Restriction 
Requirements. A dedicated Fax machine is in place to recei\'e > our responses. The f ax number 
is 703-308-4315. A Fax co\er sheet is attached to this Office Action for > t)ur coinenience. W e 
encourage \ our participation in this Pilot program. If nou ha\e an\ questions or suggcsticMis 
please contact Paula Hut/ell. Ph.D.. Super\ isor\ Patent Fxaminer at Paula.l lut/ell uspto.go\ t^' 
703-308-43 10. Thank \'ou in ad\ ance for allowing us to enhance our customer ser\ ice. Please 
limit the use of this dedicated Fax number to responses to Written Restrictions. 

3. The following is noted: 

Claims 2 is not a proper dependent claim of Claim 1, because it is draw n to a product not 
encompass by the scope of claim 1. Antibody and antibody-conjugated to acti\'e substance 
molecules differ w ith respect to their structure, a person of ordinary skill in the art w iuild not 
en\ ision one in \ iew of the other. In addition. the\ differ in mode of action. 1 herefore. the 
restriction has been set forth for each as separate groups, irrespectix e of the lormat of the claims. 

4. Restriction to one of the following inxentions is required under 35 l'.S.C\ ^ 121 : 

F Claims 1. 3-7. 9-12. 13-19. 30. 31. drawn to antibody, fragment thereoi\and composition, 
classified in Class 530. subclass 387.1. Class 424. subclass. 1 30. 1 . 

IF Claims 1. 2. 8. 20-29, drawn to antibod>- or fragment thereof and composition. 

comprising said antibod}" or fragment thereof conjugated to acti\ e substance, classified in 
Class 530.^subclass 389.'l . Class 424. subclass 178.1. 

III. Claim 32. drawn to method for manufacturing a medication, comprising antibtKK . 
Iragment thereof classified in Class 435. subclass 69.6. 

W . Claim 32. drawn to method for manufacturing a medication, comprising antibod> or 

fragment thereof conjugated to acti\ e substance, classified in Class 435. subclasN 69.7. 
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3. Cjroups I and II are different products. Antibody and antibodx -conjugated to acti\ e substance 
molecules differ . with respect to their structures and ph\ sicocheniical properties, which require 
non-coe\tensi\ e searches, a person of ordinary skill in the art would not en\ision one m \ icw of 
the other: therefore each product is patentabU distinct. 

4. Groups (111 - 1) and ( are related as process of making and product made. 1 he 

in\ entions are distinct if either or both of the follow ing can be shown: ( 1 ) that the process as 
claimed can be used to make other and materialh' different product or (2 ) that the product as 
claimed can be made by another and materially different process (MPHP j:^ 806.05(f)). In the 
instant case, the products can be made b\ \ arious biochemical or recombinant techniques. 

5. (iroups III l\' and are different methods. A method for manufacturing a medication, 
comprising antibody and method for manufacturing a medication, comprising antibod\ 
conjugated to actixe substance differ w ith respect to ingredients, method steps, and endpoints: 
therefore, each method is patenlably distinct. 

(). These un entions are distinct for the reasons giv en abo\ e. hi addition. the> ha\ e acquired a 
separate status in the art as shown b\ ditTerent classification and or recogni/cd divergent subicci 
matter. Further, ex en though in some cases the classitlcalitin is shared, a different Held t)f search 
would be required based upon the structuralU' distinct products recited and the \ arious methods 
of use comprising distinct method steps. Therefore restriction for examination purposes as 
indicated is proper. 


Species Election 

7. I his application contains claims directed to the following patentabK distinct species ot^the 
claimed hn ention I-IV: wherein antibod\ or fragment comprises: 

A) F(ab). 

B) F(ab)/ 

O l (ab)':or. 
D) scFv. 

These species are distinct because their structure ph\ sicochemical properties and mode t)f action 
are diflerent and a person of ordinarx skill in the art would not en\ ision one in \ iew t)f the other. 
The examination of species (A)-(D) would require different searches in the scientific literature 
and w ould in\ ol\ e the consideration of separate issues in determining patentabilit\ 

Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species for prosecution on 
the merits to w hich the claims shall be restricted if no generic claim is fniall> held to be 
allow able. 
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S. This application contains claims directed to the following patentahK distinct species of 
en/\me which is chosen from the enz\ mes recited in claims 21 -26. 

rhese species are distinct because their structure ph\ sicochemical properties and mode of action 
arc difterenl and a person of ordinar\ skill in the art would not envision one in \ iew of the other. 
The examination of species would require different searches in the scientific literature and would 
in\ ol\ e the consideration of separate issues in determining patentabilit\ . 

.Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species for pro.sccution on 
the merits to w hich the claims shall be restricted if no generic claim is fmalK held to he 
allowable. CTirrentb. claim 20 is generic. 

9. 1 his application contains claims directed to the follow ing patentabb distinct species of the 
claimed Invention 1-1 V: wherein antibod> or fragment binding epitope of: 

A) pathogenic micro-organism or. 

B) pathogenic compound. 

1 hese species are distinct because their structure ph\ sicochemical properties and mode of action 
are different and a person of ordinarx skill in the art would not envision one in \ iew of the other. 
1 he examination of species ( A)-(B) would require different searches in the scientific hterature 
and w ould in\ ol\ e the consideration of separate issues in determining patentabilit\ . 

Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species for prosecution on 
the merits to w hich the claims shall be restricted if no generic claim is finalK' held t(^ be 
allow able. 

10. This application contains claims directed to the following patentablx distinct species of" the 
claimed Inxention 1 - IV. wherein micro-organism is chosen from a group recited in claim 20. 

These species are distinct because their structure ph\ sicochemical properties and mode ot\iction 
are different and a person of ordinar>- skill in the art would not env ision one in \'iew ot^the other. 
1 he examination of species would require different searches in the scientific literature and w ould 
in\ ol\ e the consideration of separate issues in determining patentabilit> . 

Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species for prosecution on 
the merits to which the claims shall be restricted if no generic claim is finalh held to be 
allowable. 

It is also noted that amended claim 27 should read "...of claim 2" rather than . .fi)regoing 
claims 2 through 26". 
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1 1 . Applicant is ad\ iscd that a response to this requirement nnist include an identilication ol the 
species that is elected consonant w ith this requirement, and a listing of all clainvs readable 
thereon, including any claims subsequentl> added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponst\e unless accompanied b\ an election. 

I "pon the alKnvance of a generic claim, applicant w ill be entitled to consideration of claims [o 
additional species which are w ritten in dependent form or otherwise include all the limitations of 
an allowed generic claim as pro\ ided by 37 C.f .R. j:^ 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. M.lMi.P. 
S09. 02(a). 

Should applicant tra\erse on the ground that the species are not patentabU distinct, applicant 
should submit e\ idence or identif> such e\'idence now of record show ing the species to be 
ob\ ious \'ariants or clearh admit on the record that this is the case. In either instance, if the 
examiner finds one of the in\ entions unpatentable o\'er the prior art. the e\ idcnce or admi>sion 
ma\ be used in a rejection under 35 I \S.C\ >i 103 of the other inx ention. 

12. .Applicant is adx ised that the response to this requirement to be complete must include an 
election of the inx ention to be examined ex en though the requirement be tra\ ersed. 

13. .Applicant is reminded that upon the cancellation of claims to a non-elected inxention. the 
inx entorship must be amended in compliance xvith 37 C.F.R. § 1 .48(b) if one or more of the 
currenth named inx entors is no longer an inx entor of at least one claim remaining in the 
application. Anx amendment of inxentorship must be accompanied bx- a diligentlx -filed petition 
under 37 C.F.R.'^ 1.48(b) and by the fee required under 37 C.F.R. ^ F17(h). 

14. Any inquirx concerning this communication or earlier communicaticMis fVom the examiner 
should be directed to Michail Behaxskx i whose telephone number is (703) 308-4232. 1 he 
examiner can normally be reached Monday through Friday from 9:00 AM to 5:30 PM. A 
message may be left on the examiners voice mail serxice. If attempts to reach the examiner by 
telephone are unsuccessful, the examiners superxisor. Christina Chan can be reached on (703) 
3()X-3973. Anx inquiry of a general nature or relating to the status of this application should be 
directed to the l echnologx CA^iter 1600 receptionist xxht)se telephone number is (703) 308-0 196. 


Papers related to this application max- be submitted to lechnologx Center 1600 bx facsimile 
transmission. Papers should be faxed to rechnoiogx' Center 1600 x ia the P 1 () f ax Center 
located in Crystal Mall 1. The faxing of such papers must conform xx ith the notice published in 
the Official (ia/ette. 1096 OG 30 (Nox ember 15. 1989). The CMl I-ax CA^iter telephone number 
is (703) 305-3014. 

Michail Belxax skyi. Ph.D. PHILLIP GAMBEL, PH. f 

Patent FAaminer PRIMARY EXAMINER 

I echnoloex Center 1 600 7>£^ Oa^VT^ fe*^ 
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